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I, the underaigned, hereby declare ad. follows: 

I an one o£ the eo-ini^etitoro of the taTentlon described 

and Claimed in application serial vo. 10/655 S67, filed on 

Seprenber 4^ 2003, 

I hereby incorporate by reference herein the contente of 

the Bxaa«>le contained on page:^ 6-10 of the above-id^ntiflad 

application and the Declaration TJnder 37 CFR 1-132 dated 

April 13. 2005, 

I have performed another test to illaatrate the efficacy 
of SOD-G in inhibiting the malignant progression of hiamn 
colonic dLdenoma cells. 

An epithelial cell line designated a FPCK*-!*! was 
established f rdri a colonic polyp in a male patient vlth 
familial adenomatous pplyposie, The STCK-1-1 cell line is 
non-^T;uiiiosigenie when subeutaneously iag acted into nice in a 
cell suspension of tqp to 5 » 10^ cells per nude mouse* 
Conversely, iniplantation of I * 10^ of PRCK-1-1 cells attached 
to a plastic platte into mice first induced acute and then 
chronic infilawaatton^ and formed progressively growing tumors 
that were histopathologically determined as moderately 
differentiated adenocarcinona r The results are shown below. 
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Table 5 Inhibition of iaflaxnmatio^i-prottoted &equl«ttt«n of 
rtiworigenic ability of hvman colonie M«noa» ffFOC-l-l cell* in 
KSM aude mice by SOD-S • 



a) 


No. c£ mice 
With 

tu«or/no. of 
mice injected 
b> 


Mean 
latency 
period 
(daye)' 


Histopathologic findings' 
(Incidence) 




14/20 


HO ± 5 


Moderately di referent iated 
adenocarcinoiaa (14/14) 


SOD 


15/20 


103 ± 11 


Moderately di££erentiaced 
adenoeaareinoma (15/15) 


SOD-G 


3/20 C) 


108 t 10 


Moderately di£terentiated 
adenocarcinoma (3/3) 



a) ft Female KS8 niide mice of S-weelcs old were fed witK feed 
containing iselon sot) or 30I>-G at a concentration of o.ai% trota 
2 days before implantation of adenoBia and lantil 120 days after 
Che iz(iplantation» 

b) z FPCK^l-l adenoma/ 1 ^ 10^ cells were attached to plastic 
palatea of 10 x & x i mm pieces in vitro* The plates were 
ia^lanted 9^ in the nnde mice.. One hundred and 20 days after 
in^lantation the plaetic plate was removed and tiamof tissue 
developed waa fixed and stained with henatoacylin and eosin for 
histopathologic examination. 

c) : Statis-cio analysis by Fisher's test; SOD-G vs SOD or None, 
p < 0.01* 

0Z8CU88Z0M OP RESULTS 
As 9hovn by the results contained in Table S, the oral 
administration of SOO-G to the mice effectively inhibited the 
malignant progression of human colonic adenoma in the mice as. 
out of twenty mice implanted with I » 10* of FFCK-1-1 cells 
attached to a plastic plate, only three developed tumors* On 
^e orher hand, of the twenty mice orally administered x^eloR 
SOP and implanted with 1 m 10^ of FPCK-1«»1 cells a«taehed to a 
plastic plate, fifteen developed tumors* 
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Z hereby deolare th*t *ll ««&te«idn«» made herein of nsr 
own Icnowledge are trve, and that all statements made on 
infonnatieti aad belief are believed te be true; and further, 
tt»at these statements were mad* yith the knowledTe that 
willful falee statement* and the like ae made are punishable 
by fine ox iwpri»Qnment, er beth, under seetien 1001 ef Title 
18 of the United States Code, and that such willful' false 
statements may jeopardize the validity of the application or 
any patent iseued thereon. 

J KtrOShi SHIONOYA / 
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